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DETAILED ACTION 
Acknowledgments 

1 . This office. action is in response to the reply filed on 1 1/28/2006. 

2. In the reply fled on 9/1 1/2006, the Applicant added new claims with required a 
new election/restriction requirement to be made. Additionally, in the reply filed on 
9/11/2006, the Applicant cancelled claims 1-7, 19-36, amended claim 8 and 12, and 
submitted replacement formal drawing sheets. 

Election/Restrictions 

3. Claims 42-43, 51 and 53 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected Invention, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on 
11/28/2006. 

4. Claims 8-18, 37-41, 44-50, 52, and 54-58 remain pending for examination. 

Claim Objections 

5. Claim 46 is objected to because of the following informalities: Claim 46 recites 
the limitation "a response of the patient input directly by the patient" in In 7, the 
Examiner believes the correct claim limitation should read a response of the patient . 
inputted directly by the patient. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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7. Claim 8 is rejected under 35 U.S.C. 112. second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 8 recites the limitation "response data indicative of 
magnitude and quality of a response". The limitation "magnitude and quality of a 
response" fails to particularly point out and distinctly claim the subject matter because 
the terms have no meaning in relation to the response. What defines the magnitude 
and quality of a response of the patient? The interpretation of the limitation is subjective 
and unclear because a magnitude and quality of a response could literally be almost 
anything and could be defined in a subjective manner in a variety of ways. 

Claim Rejections - 35 USC §102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

9. Claims 8-18, 41 , 44, and 45 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Duchon et al (2003/0028144). 

10. In reference to independent claim 8, Duchon et al discloses a fluid introduction 
system, comprising: an introducer (18; Fig 1); an operator (12); a computer readable 
medium having code for receiving: fluid introduction data indicative of a fluid introduction 
parameter ([0018]); and response data indicative of a magnitude and quality of a 
response of the patient at a time related to a time of the fluid introduction data ([0021]). 
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The Examiner further notes that while the injection system of Duchon et a! is silent on 
whether the injection system can be used in the spine the injection system is Duchon et 
a! is fully capable of being used in the spine. Further evidenced is provided by the 
injection system's ability to inject at pressures up to about 1200 psi [0084] a pressure 
value far above the applicant's minimum desired 69 kPa (approx. 10 psi) or 100 kPa 
(approx 14.5 psi). 

11. In reference to claim 9, Duchon et al additionally discloses wherein the fluid 
introduction parameter is a pressure within an intervertebral disc of the patient at the 
time of the fluid introduction data ([0020]). 

12. In reference to claim 10, Duchon et al additionally discloses wherein the fluid 
introduction parameter is a total amount of fluid introduced into an intervertebral disc of 
the patient at the time of the fluid introduction data ([0020]). 

1 3. In reference to claim 1 1 , Duchon et al additionally discloses wherein the fluid 
introduction system is configured to obtain the response data upon an observation by 
the patient ([0020], [0021]). 

14. In reference to claim 12, Duchon et al additionally discloses wherein the fluid 
introduction system is configured to obtain the response data upon a response input by 
the patient ([0020], [0021]; and discussion in Response to Arguments; the Examiner 
further notes that any observation or reading taken from a patient and sent to the 
controller can be said to be inputted directly from the patient because the data response 
originates at the patient and is then inputted directly into a controller). The Examiner 
suggests adding the term manually inputted to further clarify the Applicant's invention. 
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15. In reference to independent claim 14, Duchon et al discloses an introducer (18; 
Fig 1) configured to introduce a non-pulsatile flow of fluid into a spine, the introducer 
having a flow rate-dependent impedance (104) opposing the introduction of the fluid; 
and an operator (12) configured to actuate the introducer, the operator including code 
[100] to control the actuation of the introducer based at least in part upon impedance 
data indicative of the impedance ([0121]). 

16. In reference to claim 15, Duchon et al additionally discloses wherein the 
introducer includes an identifier (114) including the impedance data and the operator is 
configured to receive the impedance data from the identifier of the introducer ([0121]). 

17. In reference to claim 16, Duchon et al additionally discloses wherein the operator 
includes code to determine the impedance data based upon an actuation of the 
introducer ([0120]). 

18. In reference to claim 17, Duchon et al additionally discloses a pressure sensor 
(114) configured to provide pressure data indicative of a pressure of fluid present in the 
introducer ([0121]); a fluid introduction sensor (108, 110, [0120]) configured to provide 
fluid introduction data indicative of at least one of (a) a rate of fluid introduction and (b) 
an amount of fluid introduced ([0120); and wherein the operator includes code to 
determine the impedance data based upon the pressure data and the fluid introduction 
data ([0120]). 

19. In reference to claim 13 and 18, Duchon et al additionally discloses wherein the 
introducer is configured to create a pressure of at least 69 or 100 kPa within the spine 
(0005], [0084]). 
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20. The Examiner further directs the Applicant to the Summary of the Invention 
([0012]-[0022]) and the Specification ([0155H0185]) for a further discussion of the 
functioning of the operator of Duchon et al. 

21 . In reference to claim 41 , Duchon et al additionally discloses wherein the 
response data comprises observed physiological parameters ([0020H0021]). 

22. In reference to claim 44, Duchon et al additionally disclose wherein the response 
data is correlated with actual measurements of disc pressure and a volume of fluid 
introduced into one or more discs ([0020H0021]; wherein the Examiner notes that the 
device of Duchon et al is fully capable of correlating the response data (a patient 
physiological value) with actual measurements of disc pressure (pressure of injection 
fluid into the body, which is fully capable of being a patient's disc) and a volume of fluid 
introduced (volume of medical fluid injection). 

23. In reference to claim 45, Duchon et al additionally discloses wherein the needle 
is fully capable for being configured for insertion into a spine (see above arguments in 
regards to claim 8). 

24. In reference to claim 46, Duchon et al additionally discloses the invention 
substantially as claimed (see claim 12, and Response to Arguments below). 

25. In reference to claim 47, see discussion of claim 44. 

26. Claims 14-17 and 55-58 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Hochman et al (6945954). Hochman et al discloses a fluid introduction 
system, comprising: an introducer (Fig 1) configured to introduce a non-pulsatile flow of 
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fluid into a spine, the introducer having a flow rate-dependent impedance opposing the 
introduction of the fluid (Summary); and an operator (18) configured to actuate the 
introducer, the operator including code to control the actuation of the introducer based 
at least in part upon impedance data indicative of the impedance (col 3, Ins 1 1-col 4, Ins 
54); wherein the introducer includes an identifier (col 7, Ins 10-13; 208) including the 
impedance data and the operator is configured to receive the impedance data from the 
identifier of the introducer; wherein the operator includes code to determine the 
impedance data based upon an actuation of the introducer (col 3, Ins 1 1-col 4, Ins 54; 
Program Listing); further comprising: a pressure sensor (7) configured to provide 
pressure data indicative of a pressure of fluid present in the introducer; a fluid 
introduction sensor (208) configured to provide fluid introduction data indicative of at 
least one of (a) a rate of fluid introduction and (b) an mount of fluid introduced into the 
portion of the spine (col 3, Ins 1 1-col 4, jns 54); wherein the operator includes code to 
determine the impedance data based upon the pressure data and the fluid 
introduction data (col 3. Ins 1 1-col 4, Ins 54, Program Listing); wherein the impedance 
data comprises a gauge of a fluid introduction member, a length of a fluid introduction 
member, an inner diameter of a fluid conduit; and a length of a fluid conduit (col 3, Ins 
1 1-col 4. Ins 54; Program Listing; col 7, Ins 10-13; col 9, Ins 29-49). 

Claim Rejections - 35 USC § 103 

27. The following is a quotation of 35 U.S.C, 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

28. Claims 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over Duchon 
et al in view of Prais et al (2001/0039402). Duchon et al discloses the invention 
substantially as claimed except for expressly disclosing the response data comprises a 
patient's paint level and concordance. Prais et al teaches that it is known to have the 
response data comprises a patient's paint level and concordance ([0035]) for the 
purpose of assessing the injection with respect to pain, sharpness, and general feeling 
of the injection. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to modify the response data as taught by Duchon et al to 
additionally include the response data as taught by Prais et al for the purpose of 
assessing the injection with respect to pain, sharpness, and general feeling of the 
injection. 

Response to Arguments 

29. Applicant's arguments filed 9/1 1/2006 have been fully considered but they are 
not persuasive. 

30. The Applicant argues that Duchon et al does not teach or suggest: 

i. Computer readable medium having code for receiving response 
data indicative of magnitude and quality of a response of a patient at a 
time related to a time of fluid introduction data and that measured heart 
rate is not indicative of a magnitude and quality of a response of a patient. 
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31 . In response to the Applicant arguments (i), the Examiner strongly disagrees with 
the Applicant's characterization of what is indicative of a magnitude and quality of a 
response of a patient. A measured and received response data, described in [0021], is 
clearly recorded at a time related to a time of fluid introduction data. Furthermore, "a 
response of a patient" is a very broad limitation and the Examiner notes that measuring 
a patient's heart rate, blood pressure, and ECG signal (see [0107]-[01 10]) all can clearly 
constitute a response of a patient to at a time related to a time of the fluid introduction 
data because they can change over time in relation to fluid introduction into the body. 
The rejection is maintained. 

ii. The fluid introduction system is configured to obtain the response 
data from an observation of the patient. 

32. In response to the Applicant arguments (ii), the Examiner notes that observation 
of the patient clearly includes measuring, or observing, a patient's heart rate, blood 
pressure, and ECG signal (see [0107]-[0110]). 

iii. The claimed operator including code to control the actuation of an 
introducer, which has a flow-rate dependent impedance opposing the 
introduction of fluid, based at least in part upon impedance data indicative 
of the impedance and and introducer which includes an indentifier 
including the impedance data and the operator is configured to receiving 
the impedance data from the identifier. 

33. In response to the Applicant arguments (iii), the Examiner notes that the 
Applicant ignores the Examiner's previous citations and cites their own citations. The 
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Examiner again directs the Applicant towards (18. Fig 1; (104); (12). (100); [0100]; and 
[0121]) wherein Duchon et al describes how the operator (12, 100) controls the 
actuation of an introducer (18, Fig 1, and 104). which has a flow-rate dependent 
impedance opposing the introduction of fluid (the amount of impedance occurring in the 
introducer opposing the introduction of pumped fluid by the motor into the body) based 
at least in part upon impedance data indicative of the impedance ([100], [121], and 
(1 14); wherein the pressure sensor is the identifier that senses the impedance and 
sends it to the operator to control the motor to control actuation of the introducer bases 
upon flow-rate dependent impedance. Thus, the rejection is maintained. 

Allowable Subject Matter 

34. Claims 38-40, 48-50, 52, 54 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Conclusion 

35. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andrew M. Gilbert whose telephone number is (571) 
272-7216. The examiner can nonnaliy be reached on 8:30 am to 5:00 pm Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Andrew Gilbert 



